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Food and Drug Administration /_----___ nl.“..T--sw=” yl .YA-/.,s.r.=i -/--.-a 
Office of Nutritional Products Labeling and Dietary Supplements (HFS-8 10) 
Center for Food Safety and Applied Nutrition 
200 C Street, SW 
Washington, D.C. 20204 

Dear Sirs: 

Notice is hereby given pursuant to the requirements of section 403@(6) (21 U.S.C. 343r 
(6)) of the Federal Food, Drug, and Cosmetic Act and in accordance with the 
requirements of 2 1 CFR 10 1.93, that Arkopharma LLC, 22N. Main Street. Newport, NH 
03773, within the past 30 days commenced marketing a dietary supplement bearing the 
following statements on the label and/or in the label: 

Text of Claims: 

1. The fat digesting enzyme, lipase, is added to assist the oil’s proper digestion 
and enhanced absorption. This allows the body to receive the maximum 
benefit of our fish oil for optimal heart, brain and joint function. 

Name of Ingredients Subject to Claim: Omega-3 Fatty Acids (EPA & DHA) and Lipase 

Name of the Supplement: Health From The Sun Ultra Omega-3 Fish Oil plus Lipase 

The undersigned certifies that the information contained in this notice is complete and 
accurate and that Arkopharma LLC has substantiation that the statement is truthful and 
not misleading. 

Sincerely, 

‘Jill Bunn 
Technical Manager 


